
Surface Area Calculations / Maximum
Allowable Carry-over calculations
(MAC).

Development of acceptance criteria
(and, as applicable, alert and action
limits) for cleaning.

Statistical Analysis technical reports of
data gathered during verification

 Protocol development, execution,
and summary reports.

Swab Method Validation

PROJECT DESCRIPTION

SCOPE AND
DELIVERABLES

SITE EVALUATION
GAP - CANCER
THERAPIES

Cleaning Verification and Validation

CLEANING VERIFICATION

Cleaning Process Design of
Experiments (DOE) Study

Surface Swab Recovery Validation

Hyde performed a thorough gap analysis

of the Cleaning Program for a drug

product in short supply that was being

manufactured at a contract

manufacturing facility under consent

decree.

Hyde’s work on the project involved Hyde

Analytical Lab studies, cleaning

verification program development and

execution as well as cycle development

and operational qualification.

Visual Residue Limit Supply
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